[bookmark: _GoBack]LETTER OF MEDICAL NECESSITY FOR PRIMARY CILIARY DYSKINESIA GENETIC TESTING (PCDNext)
Date: 		Date of service/claim 
 
To:		Utilization Review Department 
		Insurance Company Name, Address, City, State
					
Re:		Patient Name, DOB, ID #
		ICD-10 Codes: (list codes)
				   

This letter is in regards to my patient and your subscriber, First, Last Name to request full coverage of medically-indicated genetic testing for primary ciliary dyskinesia (PCD) to be performed by Ambry Genetics Corporation. 

PCD is an inherited disease that affects the respiratory and other systems.  In some cases, structural abnormalities of organs may occur.  It is believed to affect about 1 in 16,000 people worldwide.1 Symptoms can include chronic cough, recurrent lung infections that can lead to diminished pulmonary function, and recurrent sinusitis.2  In some cases, the abdominal organs are shifted to a mirror image of the typical orientation (situs inversus), or structural and positional abnormalities in the abdominal organs (heterotaxy) can be present.3 

PCD can be caused by mutations in several genes, and can be inherited in various inheritance patterns.1-3 As well, there is phenotypic overlap with cystic fibrosis, a different inherited condition caused by mutations in the CFTR gene. 

My patient’s personal and family history, as relevant to PCD, is outlined below as applicable:

· 
· 
· 

This genetic test (PCDNext) uses gene sequencing and duplication/deletion analyses for the 21 most common genes associated with PCD: ARMC4, CCDC103, CCDC114, CCDC39, CCDC40, CFTR, DNAAF1, DNAAF2, DNAAF3, DNAAF5, DNAH5, DNAH11, DNAI1, DNAI2, LRRC6, NME8, OFD1, RPGR, RSPH4A, RSPH9, SPAG1.  This multi-gene test is the most efficient, cost-effective way to analyze genes implicated in PCD, and has significant potential to identify a causative diagnosis in my patient. As my patient is suspected to have PCD, there is a reasonable probability of detecting a causative mutation (or mutations) in my patient. 

Genetic testing will help clarify my patient’s diagnosis and/or risk to develop PCD. This genetic testing will directly impact my medical management, screening, and prevention of potential complications of this disease. A positive genetic test result can provide the following benefits to my patient:2-3 
· Aid in diagnosis for patients with an atypical presentation of disease
· Tailor medical treatment based on specific mutations when a CFTR mutation is found
· Allow immediate management and treatment to help anticipate and control common clinical findings associated with PCD 
· Assist in/tailor patient long-term management and monitor suspected disease progression, based on mutations identified 

Due to the medical risks associated with these mutations and available interventions, this genetic testing is medically warranted.  As such, I am ordering this testing as medically necessary and affirm that my patient has provided informed consent for genetic testing.

A positive test result would confirm a genetic diagnosis in my patient, and would ensure my patient is being managed appropriately. I am specifying Ambry Genetics Corporation because this laboratory has highly sensitive and cost-effective testing for PCD, along with a large database of tested patients to ensure highly validated, accurate, and informative test interpretation.  

I recommend that you support this request for coverage of diagnostic genetic testing for PCD in my patient.  Depending on the exact test ordered, genetic testing can take up to several weeks to complete, and the laboratory will not bill until testing is concluded. Therefore, we are requesting that the authorization be valid for 6 months. 

Thank you for your time, and please don’t hesitate to contact me with any questions. 

Sincerely,


Ordering Clinician Name (Signature Provided on Test Requisition Form) 
(MD/DO, Clinical Nurse Specialist, Nurse-Midwives, Nurse Practitioner, Physician Assistant, Genetic Counselor*) 

*Authorized clinician requirements vary by state 

Test Details

CPT codes: 	81222, 81223, 81479x5

Laboratory: 	Ambry Genetics Corporation (TIN 33-0892453 / NPI 1861568784), a CAP-accredited and CLIA-certified laboratory located at 7 Argonaut, Aliso Viejo, CA 92656
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